
George H. Hess 
714 Skyview Drive 

Greenwood, AR 72936 

Phone: (501)996-4168 
E-Mail: geode@valuelinx.net 

July 52000 

Mr. James C. Morrison 
CDER Ombudsman (HFD- 1) 
5600 Fishers Lane 
Rockville, MD 20855 

Dear Mr. Morrison: 

In writing this letter I am not sure ifit is properly addressed, but would like a copy of it to 
Dr. Janet Woodcock, Director of CDER, and any other person(s) involved in the decision making 
process for OTC drug approvals. 

An article was published in the Arkansas Democrat Gazette (July 3,2000-Pg. 4A) titled “FDA 
rethinks scope of ove:r-the-counter drugs” which is very disturbing. The idea of allowing such 
drugs as cholesterol-and blood pressure lowering drugs, and even antibiotics to be sold over the 
counter without a doctor’s prescription is WRONG. My doctor has closely monitored my intake 
of Mevacor and Vasotec, increasing the dosage based on blood test results. My wife has similar 
doctor’s direction for her Cardizem and Vaseretic intake. Our doctors know how to evaluate our 
conditions and the corresponding side effects, In addition, there are several other drugs we also 
take which have possible interelated effects on one another. Placing the drugs OTC will endanger 
public health of all users. 

Another side effect, which may not have been considered, is COST of these drugs with OTC vs. 
prescription drugs. At a time when our politicians are concerned about the cost of drugs, and 
trying to make prescription drugs available to everyone, going to OTC will make the drugs 
ineligible for INSURANCE COVERAGE. Sure the insurance and drug companies would have 
massive profits by going OTC, but the American citizen (particularly the senior citizens who are 
by far the largest users of these drugs) would be without a means to pay for them. At age 70, and 
my wife 65, it will cost us by OTC over $2,000.00 per year just for these drugs, which are 
currently under insurance coverage as prescription drugs. 

As above, most people will be faced with the same problems, including the younger working 
people with company sponsored insurance programs. Going OTC will eliminate our insurance 
coverage for drugs -----create a danger for users---and the FDA should consider these factors. 
We all know the drug industry has great lobbying power with their money available through the 
price charged for drugs, however we pray the FDA will see through this for the citizens of this 
great country. 

OQyVy- 1zso , 
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He fears that these safeguards 
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available without a doctor’s order. 

‘“Medical checkups are needed 
for determining if the drug is work- 
ing and for assessing other aspects 
of disease progression,” including 
the possibility of liver toxicity, he 
said. 
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lower cholesterol. 
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tibiotics. Just the thought of putting 
antibiotics on drugstore shelves 
makes many infe@ious disease spe 
cialists extremely nervous. 

“Some infectious diseases . . . are 
actually worsened by antibiotics,” 
said Dr. Robert T. Schooley, head of 
infectious diseases at the Universi- 
ty of Colorado Health Sciences 
Center. Often, there are also unex- 
pected and potentially fatal side ef- 
fects to some antibiotics. And, ex- 
perts believe, consumers already 
demand antibiotics too often for 
the wrong reasons - such as viral 
infections, which antibiotics do 
nothing to cure, and which con- 
tribute to the serious problem of 
microbial resistance to drugs. 
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